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 4) IR #2 requested the validation of the bulk solution hold time for the 
unpreserved formulation.  A response was received on 31 May 2011 (supporting 
document 16). 

 
 5) A response to a Division request to add either a nozzle or eyecup to the 16 and 

32 oz bottle sizes was received on 31 May 2011; the smaller sizes already had 
nozzles included.  In the response, the sponsor agreed to add eyecups to these two 
sizes.  The eyecups would be  following 
the  standard.  Information for the sterilization validation 
was to be sent by 01 July 2011.  It is noted that per 21 CFR 200.50 (c), eyecups or 
nozzles used with ophthalmic products should be sterile; a review of the 
validation for the eyecups would be required.  The company provided the eyecup 
validation protocol on 28 July 2011 by e-mail. A T-con was held with the 
company on 02 August 2011 to discuss the deficiencies of the validation protocol 
for the eyecups.  The company agreed to modify the protocol and submit a 
completed validation on 22 August 2011.  An interim report was received on 18 
August 2011 and the final report was received on 24 August 2011 (supporting 
document 20). 

  
 6) IR #3 was sent 23 August 2011 requesting a clarification with the interim 

report of 18 August 2011.  The clarification was received by e-mail on 24 August 
2011. 
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